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Compliance Resources on the CTP 
Website 

• Guidance documents 
• Compliance Check Inspections of Tobacco 

Retailers 
• Regulations 
• Webinars and Notifying CTP about Potential 

Violations 
• Other Resources on the CTP Website 
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Compliance Information on the CTP 
Website - Guidance 
• A guidance document represents the Food and 

Drug Administration’s (FDA) current thinking on a 
particular subject and provides information to 
assist in understanding and complying with 
relevant regulations and statutory requirements. 

• Important way that FDA publicly communicates 
recommendations for how industry can comply 
with the law and regulations 

• Ensures consistent advice to individual companies 
and other stakeholders 

• Not legally binding 
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Compliance Information on the CTP 
Website - Guidance 
• Draft Guidance 

– Typically issued before FDA publishes a final 
guidance to solicit comments from industry, other 
stakeholders, and the general public 

– An opportunity for all stakeholders to be part of 
the regulatory process 

– Amount of time for comments is specified 
however comments can be submitted at any time, 
even after Docket is closed 
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Compliance Education & Information - 
Guidance 
• Comments are received from groups such as 

– Regulated industry 
– Researchers and Academics 
– Public Health 
– Other Federal government agencies 
– State, local and tribal governments 
– Individual citizens 

• FDA will consider all comments before issuing a final 
guidance 

• FDA’s Division of Dockets Management is responsible 
for receiving and processing comments for all FDA 
dockets. Call (301) 827-6860 to verify receipt of your 
comments or go to http://www.regulations.gov. 
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Compliance Information on the CTP 
Website - Guidance 
Guidances applicable to retailers include: 
• Civil Money Penalties and No-Tobacco-Sale Orders For 

Tobacco Retailers 
• General Questions and Answers on the Ban of Cigarettes that 

Contain Certain Characterizing Flavors (Edition 2) 
• Tobacco Retailer Training Programs 
• Compliance with Regulations Restricting the Sale and 

Distribution of Cigarettes and Smokeless Tobacco To Protect 
Children and Adolescents 
 

• Copies of all guidances are found on our website 
 

 
 



Compliance Information on the CTP 
Website - Guidance 

• Type in “Tobacco Guidance Documents in the 
main search box. 
 
 



Compliance Information on the CTP Website – 
Compliance Check Inspections of Tobacco Retailers 

• FDA is authorized to contract with States, U.S. 
territories and Indian tribes to assist with 
compliance and enforcement activities to help 
limit the availability of tobacco products to youth. 

• In FY 11, FDA contracted with 37 States and the 
District of Columbia. 

• FDA conducts compliance check inspections of 
tobacco product retailers to determine a retailer's 
compliance with federal laws and regulations 
 



Compliance Information on the CTP Website – 
Compliance Check Inspections of Tobacco Retailers 

• FDA generally issues a Warning Letter the first 
time violations are observed during a compliance 
check inspection.  

• A Warning Letter is the agency’s advisory action 
that is used to achieve prompt voluntary 
compliance with the law. 

• FDA generally issues Civil Money Penalty 
Complaints to tobacco retailers when subsequent 
violations are observed during a compliance 
check inspection. 



Compliance Information on the CTP Website – 
Compliance Check Inspections of Tobacco Retailers 

• FDA maintains a database that contains lists of 
inspected establishments where no violations 
were observed in states with FDA tobacco 
enforcement contracts.  

• Also listed will be if the retailer received a 
Warning Letter and/or a Civil Money Penalty 
Complaint. 

• The database contains links to view the Warning 
Letter or Civil Money Penalty Complaint as 
applicable. 

• http://go.usa.gov/UwP  (case sensitive) 
 
 



Compliance Information on the CTP Website – 
Compliance Check Inspections of Tobacco Retailers 



Compliance Information on the CTP Website – 
Compliance Check Inspections of Tobacco Retailers 

• Search on Decision Type 
• Combine with other search 

criteria. (date, city, state) 
 

• Export to Excel the entire 
database 

• Export the results of any 
individual search to Excel 



Compliance Information on the CTP Website – 
Regulatory Information 

• FDA enforces a set of laws and routinely issues 
regulations and guidance documents. 

• The Federal Food, Drug, and Cosmetic Act (FD&C Act) 
is a federal law enacted by Congress. It and other 
federal laws (such as the Family Smoking Prevention 
and Tobacco Control Act) establish the legal framework 
within which FDA operates. 

• FDA develops regulations based on the laws set forth in 
the FD&C Act or other laws under which FDA operates.  



Compliance Information on the CTP Website – 
Regulatory Information 

• Search in the main 
search box at  top of 
page: Tobacco 
Regulatory 
Information. 

• Of particular interest 
to retailers is the 
regulation restricting 
the sale and 
distribution of 
cigarettes and 
smokeless tobacco. 



Compliance Information on the CTP Website 
Webinars 

Tobacco Products 
0 Home 0 Tobacco Products 0 Resources for You (Tobacco) 0 For Industry 

O en Espaiiol 

Resources for You (Tobacco) 

For Industry 

For Retailers 

FDA Tobacco Compliance 
Webinars 

2011 Archived Tobacco 
Compliance Training 

2012 Archived Tobacco 
Compliance Training 

_j 

FOA Tobacco Compliance Webinars 

FDA Center for Tobacco Products (CTP) is hosting a 
series ofwebinars on federal tobacco regulations. These 
webinars are designed to provide FDA tobacco 
compliance education and information to retailers and 
small businesses. Each webinar includes a Q&A session 
to provide participants the opportunity to have their 
Questions answered by FDA. 

Sign up to receive email updates about this webinar 
series. 

Upcoming Dates 

Archived Webinars 

~iilTOBACCO 
Compliance Webinars - Education and Information for 

Retailers and Small Businesses 

To listen to additional past retailer-focused webinars discussing the laws that restrict the sale, distribution 
and marKeting of tobacco products, visit our archived pages. 

• 2012 Archived Tobacco Retailer Compliance Trainings 
• 2011 Archived Tobacco Retailer Compliance Trainings 

Share your Ideas 

We reQuest your valued input!or future webinar topics. Send your ideas to AsKCTP@fda.hhs.gov. 

Participate by live Webcast I Phone 

The linK for the webinar and call-in information will be available prior to the webinar. 

We recommend that you test your computer and networK connections prior to the meeting via 
https://collaboration.fda.gov/common/help/en/supporUmeeting_test.htm. No registration is reQuired for these 

Sign up to receive 
email updates 
about future 
webinars 



Compliance Information on the CTP Website –  
Notify CTP of Potential Violations 

• Anyone, including members of the public, can 
report instances of potential violations 

• FDA evaluates each complaint and on a case 
by case basis and may conduct inspections or 
investigations to follow up on a complaint and 
gather evidence needed to pursue further 
action, when appropriate 

• CTPCompliance@fda.hhs.gov 
• 1-877-CTP 1373 

 



Other Resources on the CTP Website – 
Break the Chain of Tobacco Addiction  

Retailer Education Campaign 

• www.fda.gov/BreakTheChain --your one stop shop 
for FDA retailer specific information 

• Publications Clearinghouse 
– Order free materials or download and print on the fly 

• News & Quiz Widgets 
• Content Syndication & Text Messages 
• Spanish Web Content & Materials 
• Connect With Us: Email Subscriptions, twitter, RSS 

feeds, Idea Forum 





Bring our web content to your website! 
http://tools.fda.gov  



Other Resources on the CTP Website –  
CTP Site in Spanish (www.fda.gov/tabaco) 



Other Resources on the CTP Website – 
Connect with Us 
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